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Chief ,  Techno l ogy  &  Eva lua t i on  B ranch ,  HFF - 436  

P r o p o s e d  O r d e r  to List D & C  R e d  No.  33 .  

P a tr ic ia M cLaugh l i n  
:& iw ia i on  :o f - food a n d  Co l o rAdd i + t iv-es,- 4 W F - 3 3 4  -  

-’ Th r ,o u g h :-A ssoc ia te  Di rectm  for Phys ica l  
Director ,  

S c iences,  H F F - 4 > 0 0 & & & $  
Div is ion of 'Co l o r  Techno logy ,  HFF - 430  

I d o  not  be l i eve  the  p r o p osed  spec i f icat ions a r e  adequa t e  
to assu re  that fu ture samp l es  of D & C  R e d  No.  3 3  wi l l  b e  
sim i la r  to the  s amp l e  that was  tested tox ico log ica l ly .  

T h e  p r o p osed  spec i f icat ion fo r  subs id i a ry  co lo rs  is non -  
speci f ic a n d  is e n fo r c e d  us i ng  a  m e thod  d e v e l o p e d  fo r  
d e te rm i n i n g  on ly  C h r o m a t r ope  2 R . Th is  p r o p o s e d  speci f i -  
ca t i on  wou l d  pe rm i t as  m u c h  as  5 %  of the  suspec ted  
ca rc i nogens ,  p - am i n o azobenzene  a n d  1 ,3 -d ipheny l t r i azene.  

C h r o m a t r ope  2 R  is the  on ly  subs id i a ry  co lo r  in  D & C  R e d  
No.  3 3  th a t has  b e e n  ident i f ied.  Howeve r , w e  know  that 
o th e r  c o l o r e d  c o m p o u n d s  a r e  p r e s e n t i n  c omme rc i a l  samp l es  
of the  co lor .  

If w e  c h a n g e d  the  spec i f icat ion f r om subs i d i a ry  co lo rs  to  
C h r o m a t r ope  ZR , w e  wou l d  t hen  h a ve  to re ly  o n  the  n o w  
“tooth less” G M P  spec i f icat ion to  p r e v e n t samp l es  c o n ta i n i n g  
un ident i f i ed  subs tances  i nc lud ing  the  a b o v e  n a m e d  suspec ted  
ca r c i n ogens  f r om e n te r i n g  c o n s u m e r  p r o d u c ts. 

O f cou r se  my  conce r n  is d ep r i ;le d  of s ign i f icance if the  
co lo r  add i t ive  is de t e rm i ned  to b e  safe  w h e n  con ta i n i ng  5 %  
o r  m o r e  o f t hose  suspec ted  ca rc i nogen i c  subs tances  o r  o th e r  
poss ib l e  “subs id i a ry  co lo rs”. 
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